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From the President's Desk 


“Autumn is a second spring when every leaf is a flower.” 
— Albert Camus 


Welcome back from the Annual Meeting! 

Wasn’t San Antonio a delight with the Riverwalk cruises, conversations with 
good friends, delicious food at local restaurants and visits to the Alamo? It 
was lovely seeing all of you who attended the Annual Meeting or speaking 
with those who could join our chapter teleconference the following week. 

We were fortunate to have 44 chapter members join our chapter dinner 
(please see the pictures on the following pages). 

In this issue, please check out the summaries about the Annual Meeting from 
our Newsmagazine Editor, Ajay Malik, personal experiences from Lamia 
Merabet, Gayle Insel’s summary of Helen Hodgson’s inspiring speech, and 
the review of the freelance session by our chapter Membership Coordinator, 
Gail Flores. 


Our chapter activities at the Annual Meeting are not the only chapter events 
we have had recently. On September 19 th , 70 medical writers attended our 
“Medical Writer’s Toolbox Decoded” Symposium. This was a free event 
hosted by our chapter and Amgen. We thank Ajay Malik, the presenters and 
the representatives from Amgen for all of their behind-the-scenes efforts to 
make this educational networking event possible, and DeeAnn Visk for 
summarizing the event in this newsmagazine. 

In this issue, we also thank Rebecca Anderson for her article about 
irreproducible results, Dikran Toroser for his article about data plots and 
statistics and Kokil Tandon for keeping us updated about the FDA’s 
activities. 

Save the date - Saturday, December 19 th Holiday Party! We thank Jacki 
Dyck-Jones for hosting this event at her home in Thousand Oaks. Our next 
chapter lunch talk will be about mentorship by Michele Vivirito on Saturday, 
January 16 th on the campus of California State University Northridge. Stay 
tuned for details. 


Welcome to our new members! Would you like to become more involved in 
our chapter? We are looking for an Outreach Coordinator in Thousand 
Oaks/Los Angeles to help us with planning events in those areas. We are also 
looking for informative and fun articles for our newsmagazine, which is a 
great way to get an online writing credit. Please contact Ajay (ajay@amwa- 
pacsw.org) for more details. 


We hope to see you soon at one of our upcoming events! 

P O'VU'UX' 


Donna Simcoe, MS, MS, MBA, CMPP 
President, AMWA Pacific Southwest Chapter 
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Denims, Diamonds and 
Keynotes 


A month after the Denims and Diamonds (studded) 
celebration of AMWA's 75 th Anniversary at the 
annual meeting in San Antonio, Texas, we all are 
back in our familiar offices in front of our computers. 
San Antonio meeting had something for everybody: 
the workshops, the open sessions, the spirited 
discussions around cocktail tables in the Exhibit hall, 
and free sharing of tricks, pointers and ideas — all of 
which will help us become more effective writers and 
smarter in our craft: that’s direct ROI for the 
employers who financed quite a few of these trips. 

However, there are intangible and just as important 
benefits of attending these meetings: renewing old 
friendships and making new contacts, and listening 
to the keynote addresses that help us become 
informed writers. The geyser of ideas from the 
keynote addresses by influential and passionate 
speakers have the potential to influence our 
approach and use of our craft for the wider public 
good. 

There was a similarity in the theme of this year's 
Alvarez Award Address by Jay Ingram and 
McGovern Address by Cynthia Baur, PhD, 2 years 
ago at the AMWA's Annual meeting in Columbus, 
Ohio. They both addressed the difficulty often faced 
by the lay public in accessing factual medical 
information and what we as medical writers can do 
to help. 

Cynthia Bauer had started her address in Columbus, 
Ohio, by stating: "We have professional 
responsibility to make it easy for our audience to 
find, understand, and use health, medical, and 
science information.” Cynthia Bauer, a Senior 
Advisor for Health Literacy at the Center for Disease 
Control (CDC), Atlanta, asked, how do we make 
sense of our writings for the readers? We don't do a 
good job. 

Quoting research from the National Center for 
Educational Statistics, she said that accessing most 
of (particularly reliable) health information involves 
3-6 steps, including obtaining information, 
synthesizing that knowledge, and integrating it into 
actionable information. The difficulty faced by the lay 
public is compounded by the fact that nearly 21% of 
US population speaks a language other than English 


at home, and most people spend no more than 30 
sec on a webpage. This scenario has deep 
implications for public health, worst, it leaves the 
door open for the spread of misinformation by 
interest groups. 

Fortunately, CDC and Health and Human Services 
(HHS) acting under several initiatives, including 
Plain Writing Act, now have programs to address this 
issue: CDC's clear communication index and HHA's 
health literacy and communication tools are 2 of 
several programs — both provide check-lists, Q&As 
and ways to create accessible, jargon-free, plain- 
language online or print health-related articles. 

Cynthia Baur’s talk (and extended Q&A) ended with 
a comment from someone in the audience about 
journalistic impressionability — we (medical writers 
and editors) have a responsibility to sort between 
facts and fiction. 

Two years later, at the San Antonio meeting, it 
appeared as if Jay Ingram was taking over where 
Cynthia left off. 

Jay's talk titled, "Take Them on a Journey" was 
apparently a clarion call for professionals like us to 
step in wherever we see an opportunity to explain 
facts in plain language. This could be while working 
on patient handouts, writing for a website, writing a 
book, or talking to a friend or neighbor. Even when 
writing journal articles, it is good to remember that 
many patients seek and try to understand these 
resources. 

Plain language is not enough; the information must 
also be in an engaging form. And that’s where the 
element of journalism comes in. 

Journalism thrives on headlines while science runs 
on facts. As a medical writer, we can use both to our 
advantage for public good. How? Jay’s advice was 
to change our approach towards writing, specifically: 
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1 . Audience first — always keep in mind the overall 
reading level of the population 

2. Keep it simple. . . as was done by famous 
communicators, such as, Carl Sagan, Richard 
Attenborough, Walter Cronkite, and Walter 
Alvarez. All these communicators used the power 
of good stories, stories about people who were 
connected to scientific facts to reach the 
audience. The narrative style is a powerful way to 
reach the audience regardless of their reading or 
interest level. 

3. And finally, do not shy away from experimenting 
new media, including music, animation or film to 
tell your side of the story. 

In brief, these sessions help reminds us who we are 
first and foremost — we are storytellers, journalists 
and medical writers, all in one. Are we putting this 
into practice? 


I had the privilege of being on receiving end of 
wisdom imparted by Dr. Helen Hodgson on two 
occasions during the recent “75 th Annual 
Conference” in San Antonio. The first was in the 
more formal setting of a workshop on 
punctuation, with which I fulfilled one of the final 
credits needed for my Certificate in Essential 
Skills. I have enjoyed most of the workshops I 
have taken in this pursuit, but did not really 
expect this particular topic to be conducive to a 
lively discussion and/or the quick passage of 
time. However, I was proven wrong on both 
counts. Dr. Hodgson’s passion for, and her 
commonsense advice about, the subject at hand 
allowed me to leave this class feeling both better 
educated and motivated to improve. 

As such, I was happy to attend the Sablack 
luncheon at which Dr. Hodgson was to be 
honored with the Swanberg Award. I must admit, 

I did not expect any acceptance speech to be 
particularly riveting, even one given by an 
illustrious figure. However, I found Dr. Hodgson’s 
recounting of her personal journey, from the study 
of 19 th century American literature, through 
completion of premedical requirements, to 
serving as a technical publications editor for the 
US Geological Survey, and finally finding her 
“true vocation” in health care communications, to 
be singularly inspiring (especially to someone like 
myself, who returned to the workforce in middle 
age). AMWA members are indeed fortunate to 
have mentors of this caliber. 

—Gayle Insel, MSPH 

AMWA Pacific Southwest Chapter Member 


Chapter members, Jenny Grodberg (Past President of our 
Chapter) and Jane Neff Rollins, were both acknowledged at the 
San Antonio meeting for being workshop leaders for 10 years. 
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AMWA 2015 San Antonio Annual Conference 


Unlocking the Secrets to Freelance Success 

(Brian Bass; Lori De Milto, MJ; and Cynthia Kryder, MS, CCC-Sp) 


Meeting Report By 

Gail Flores, PhD, Membership Coordinator, AMWA Pacific Southwest Chapter 


On Thursday afternoon, Bass, De Milto, and Kryder led an engaging session 
about freelance success. This can’t-miss presentation was informative for both 
new and experienced freelances alike. Bass spoke first about business issues. 
He compared the pros and cons of running a freelance medical writing business 
as a Sole Proprietorship vs. S-Corp vs. LLC. He also reviewed the support 
system every freelance should have, consisting of an accountant, an insurance 
broker, and lawyer, as well as the necessary insurance policies — professional 
liability, general liability, and workers’ compensation — required to keep freelance 
businesses safe. 

Next, De Milto took the stage with a presentation about freelance marketing 
strategies. She noted that good marketing can allow freelances to pick and 
choose their projects and clients and thereby maximize their income. She 
reported the results of a recent survey of freelances, which indicated that word 
of mouth, Linkedln, and the AMWA Freelance Directory are the best ways to get 
new clients. She discussed many additional marketing strategies for freelances, 
from the perfect elevator pitch and an effective website to various methods of 
ensuring top-of-mind awareness in potential clients. 

The final presentation was by Kryder, who reviewed 10 bad behaviors that all 
freelances should avoid. These ranged from the obvious — missing deadlines 
and submitting low-quality work — to the not so obvious, such as having a diva 
attitude, making excuses, and using poor social media judgment. Based on their 
reactions, several audience members have unfortunately witnessed these 
behaviors in their colleagues. 

The presentation was followed by a lively Q & A session in which the speakers 
and audience members shared numerous freelance medical writing resources 
with each other. Be sure to attend future sessions presented by these 
successful freelances, who have a wealth of knowledge and enjoy sharing it! 

Brian Bass is the President of Bass Global, Inc. in Robbinsville, NJ. Cynthia 
Kryder is a Medical Communications Specialist in Phoenixville, PA. Together, 
Bass and Kryder have co-authored “The Accidental Medical Writer” book series. 
Lori De Milto is the Owner of Lori De Milto Writer for Rent LLC in Sicklerville, 

NJ, and author of “The Mighty Marketer: Your Guide to Making More Money as 
a Freelance Medical Writer. ” 
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AMWA 2015 San Antonio Annual Conference 


My Experiences at the AMWA Annual Conference 

By Lamia Merabet BS, MS, MBA, AMWA Pacific Southwest Chapter Member 


I have been attending many AMWA events in San 
Diego (CA) for the past three years, and this Spring 
2015, I became a full member. 

Lucky am I, since I have been able to attend 2 
Conferences the same year: AMWA Pacific 
Southwest Chapter Conference in Old Town-San 
Diego (CA) in May, and then in October, the National 
Conference in San Antonio (TX). 

On Wednesday, September 30 th 2015, the first day 
of the National Conference, I flew with both of the 
current and elected Presidents of AMWA Pacific 
Southwest Chapter, and enjoyed their precious 
guidance. 

In the evening, my first contact with the AMWA 
members at large was great, as all were very 
approachable, and eager to share their experiences 
as Medical Writers, Editors or Publishers in the 
United Sates, Canada and abroad. 

When the topic of the first Certification Exam was 
discussed, some brought up their feedback with 
regard to their preparedness for such a 
comprehensive exam. It is important to note that 
nothing was disclosed about any part of the exam’s 
content. The discussion went on about their 
expectations from such a certification, and what it 
would provide in terms of recognition from the client. 
There was a sense of a need for better 
characterizing this heterogeneous profession, and 
allowing for a career plan. Most of the candidates 
were seasoned, already holding AMWA certificates 
for Essential and Advanced skills. 

Over the next days, I had the pleasure to chat with 
Medical Writers whose expertise was dual, as they 
belonged to both the EMWA (European Medical 
Writers’ Association) and the AMWA. Having been 
myself a member of the EMWA, I was familiar with 
the publications but neither with the Conference nor 
their Educational programs. The professionals I met 
were completing their scope of education, and 
enriching their interactions by sharing their global, 
balanced and nuanced perspectives. 

Here am I attending my workshops, organized by 
dedicated speakers, who led their sessions within 
the defined scope and time, and invited professional 
experts to attend and share any topic-related 
business cases, enhancing a collaborative 
approach. 

The pre-workshop homework (preparedness before 
coming to the meeting) set the stage for expanding 
the knowledge and going in-depth into the thematic 
at the workshop. For instance, a hands-on session 
in “Tables and Graphs” led by Nancy Hamilton, 
allowed for a teamwork in a small setting, followed 
by the feedback from the whole group. 
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In the workshop “Summarizing Clinical Safety Data 
for a New Drug Application” led by Marijke Adams, 
the session became highly interactive, discussing 
the main points of those outstanding research 
papers produced by some of us. The two other 
workshops that I attended were: “The Electronic 
Common Technical Document” by Nancy Katz, and 
“Writing a Clinical Evaluation Report for Medical 
Device” by Felicia Cochran — both enriched the 
attendees with a comprehensive, yet detailed 
description of these two essential topics. 

Besides workshops, I also looked for interesting 
Open Sessions to attend, and seized the opportunity 
to learn along with Jenny Grodberg (Immediate 
AMWA Pacific Southwest Chapter Past-President) 
and from the great presentation by Aaron Van Etten 
“What’s Different About Regulatory Writing for 
Biologies?” By the way, it has been listed among the 
10 top Open Sessions. Way to go Aaron! 

For four days, the Conference was sparkling with 
speeches, the one I have particularly enjoyed being 
the 2015 Swan berg Award to Helen E. Hodgson. 

This Lady, gifted and self-directed, has created a 
new AMWA Chapter, with excellence in her writing 
communication career. 

We also had fun going out for dinner with our 
extended members, wandering across San Antonio’s 
Riverwalk, and celebrating the 75 th AMWA 
Anniversary in “Diamonds & Denim” pampered with 
a Gala Dinner on the final day. 

I have never seen so many Smart and Kind people 
in the same place. I have never approached such 
Great and Dedicated Presidents! Look for me at the 
Next AMWA Conference! 


LAMIA MERABET, BS, MS, MBA is a Quality 
Assurance/Regulatory Affairs Specialist. Her 
professional experience has spanned the clinical 
research in Europe, North Africa and the US, 
and the regulatory compliance with FDA and 
European Agency for medical devices and 
pharmaceutical compounds. She specializes in the post- 
market surveillance, and Safety reporting. She earned her MS 
in Clinical Pharmacology from Henri Poincare University in 
Nancy, France, and holds an MBA in Healthcare 
Administration. She speaks several languages including 
French, Spanish, Arabic, Russian and English. When not 
handling regulatory affairs documents, she volunteers her time 
as pro bono translator for Casa Cornelia (Human Rights 
organization), and serves at the San Diego Regulatory Affairs 
Network (SDRAN) with the Educational committee as Monitor 
of EU RAC Study Class, and recently in Communication 
management. She also assists in reaching out to well-known 
speakers through the SDRAN Program committee. 

She can be reached at iamlamiamerabet@gmail.com 




AMWA 2015 San Antonio Annual Conference 


Chapter Greet-and-Go Dinner at Tony Roma's, Oct 1 , 2015 


Organized By Asoka Banno, PhD, and Brea Midthune, PhD 



Clockwise from top left: (1) Michael Schneir and Mrs Schneir with Susan Vintilla-Friedman (President 
Elect), (2) George K, Aaron, VE, ?, Amy VG, (3) Robin W, Sharon D, ?, Susan V, Jane R, Carolyn B, Sue 
H, Gail F, (4) Gayle Nl, Spencer M, Lamia M, Susan V, Micah R, (5) Sharyn B, Andrew H, Susan V, 
Steven T, (6) Jane R, Brea M, Albert R, (7) Kathy, Jenilyn V, Kerri HS, Susan V, Laura C, Donald S, 
Julianna E (8) Ajay M, Susan V, Tim P, (9) Micah R, Dawn M, Tracy M. 
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Irreproducible Results Gone Rogue 

By Rebecca J. Anderson, PhD, AMWA Pacific Southwest Chapter Member 


In 2013, John Bohannon, a contributing writer to 
Science, wrote a fake manuscript intentionally filled 
with fatal flaws and sent it to 304 open-access, peer- 
reviewed journals. More than half of them accepted 
the paper, faults and all. When Bohannon fessed 
up, it caused quite a stir and put a bright light on an 
embarrassing problem. Was it really that easy to 
fool reviewers and editors? 

Apparently so. According to a study by the Global 
Biological Standards Institute, up to half of all 
preclinical research in the US is too poorly presented 
to be reproduced. And industry scientists, especially, 
are not happy about it. Consider this scenario: 

An academic lab publishes some intriguing results, 
and industry researchers get all excited. They want 
to leverage the findings for drug discovery, and their 
first step is to replicate the published work. Imagine 
their frustration when they fail to get the results 
claimed by the original authors. And this happens 
with one report after another. 

Scientists at Amgen repeated 53 “seminal” oncology 
research studies, most of which had been published 
in top-tier, peer-reviewed journals. They could 
reproduce the results of only 6 of them. Similarly, 
Bayer Healthcare scientists attempted to repeat 67 
published studies and could replicate the results in 
only 14. 


Rest assured, they are a well-intentioned bunch. I 
used to be one of them. But they sometimes behave 
like gerbils chasing their tails on an exercise wheel. 
They can’t do research without grant money, and 
they can’t get (and keep getting) grant money 
without publishing their results. 

Unfortunately, there are unintended consequences. 
Because journal editors and granting agencies only 
pay attention to “exciting” research, they 
preferentially reward self-promoting entrepreneurs. 
Scientific curiosity (with its high failure rate) and due 
diligence take a backseat. 

No one expects academic researchers to follow the 
stringent GLPs and GCPs required for 
pharmaceutical development — that would stifle the 
flexibility needed for exploratory research. But 
sloppy lab practices that are unchecked become 
habitual. Elizabeth lorns of the Reproducibility 
Initiative says the problems with irreproducibility 
could largely be avoided if researchers published 
“every detail of an experiment, down to catalog and 
lot numbers for reagents and underlying data sets.” 

Misidentification of cell lines, which are the source 
material for much of today’s biomedical research, is 
another big problem. And it can usually be traced 
back to HeLa cells, which are so hardy that they 
pretty much grow wherever they want. They invade 


Don’t blame the pharma 
scientists. They’re top-notch 
researchers who are paid a lot of 
money to do things right. If 
anybody can follow a printed 
procedure, they can. And the last 
thing they want to do is tell their 
bosses, month after month, that 
yet another “exciting 
breakthrough” from the scientific 
literature was bogus. 
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Hundreds of open access journals accept fake 
science paper 

Publishing hoax exposes 'wild west' world of open access journals and raises concerns 
about poor quality control 
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Fake Cancer Study Spotlights 
Bogus Science Journals 


The Standards Institute figures 
those irreproducible results waste 
$28 billion in preclinical pharma 
resources each year. That’s not 
chump change. 

So what drives academic 
researchers to publish so much 
bad science — and why do they 
get away with it? 
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Some Online Journals Will Publish 
Fake Science, For A Fee 


A fake cancer study spoofed hundreds of shoddy science journals, despite obvious 
errors. 


1 NATIONAL 
GEOGRAPHIC 
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and crowd out innocent, less-hardy cultures. Despite 
constant reminders to be careful, scientists react like 
Captain Renault in Casablanca. They are always 
“shocked, shocked” that their cell lines might be 
incorrectly characterized but then find every excuse 
to continue using them. 

Why? They don’t want to discard data that they’ve 
labored to collect, thus losing the opportunity to 
publish and perhaps their chances for career 
advancement. So, they ignore warnings, blindly 
move forward, and continue publishing willy- 
nilly — hoping no one will spot their sloppy work. 

Unfortunately, this head-in-the sand mentality does 
unnecessary harm. For example, a 
drug that, in the laboratory, knocks out a “thyroid 
cancer” cell line (but is really a melanoma cell line) is 
destined to fail in clinical trials of patients with thyroid 
cancer. Patients suffer needlessly. 

The gatekeepers — funding agencies (NIH) and 
journal editors (e.g., Nature, Science ) — are in a 


perfect position control the problem. And now, after 
years of wishy-washy oversight, they have finally 
cracked down. Their new no-nonsense policies state 
clearly: No cell line authentication, no grant. No 
authentication, no approval to publish. 

To paraphrase Rick, “This could be the beginning of a 
beautiful friendship.” 


REBECCA J ANDERSON, PhD, is a freelance 
medical writer and the author of two books, 

Nevirapine and the Quest to End Pediatric AIDS 
and Career Opportunities in Clinical Drug 
Research. Prior to medical writing, Dr. Anderson 
managed research and development projects for 
twenty-five years in the pharmaceutical/biotech industry. She 
holds a Ph.D. in pharmacology from Georgetown University. 
She lives in Southern California, and when she is not writing, 
she absorbs the sights and sounds of the West Coast’s rich 
culture and heritage. She can be reached at 
rebeccanderson@msn.com. 





Save the date 


October 28-November 1, San Antonio, Texas 

A meeting for science writers, by science writers 

Join us in San Antonio, Texas, for professional development workshops developed by the National Association of 
Science Writers, briefings on scientific research presented by the Council for the Advancement of Science 
Writing, and lab tours and science field trips organized by the Texas Biomedical Research Institute. We hope to 
see you there. 


http://sciencGwriters2016.org 


© 2015 National Association of Science Writers 


Images courtesy Visit San Anton io.com 
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AMA-zing Style — the AMA Manual of Style Column 

By Dikran Toroser, PhD, CMPP, Amgen Inc., Thousand Oaks, Calif. 


Data plots and statistics — some useful don’ts 

It is sometimes as useful to know what not to do when plotting your data as knowing what to do. The AMA 
manual of style has some useful information on what not to do when communicating data. 


3D Plots. The AMA manual advises against 3D 
plots. There are many reasons why medical writers 
should avoid these plots. They have inherent 
problems built into the chart design. The confusion 
caused by the depth of field, as well as the 
challenge of comparing values in different columns 
are major concerns. In a multiple-series 3D column 
chart, a higher value column in the foreground may 
totally obscure a lower value column in the 
background, resulting in missing data. Don’t use 3D 
plots; use 2D plots! 

Error Bars. These are a frequent source of 
confusion. If you plot data with error bars, or create 
a table with plus/minus values, you need to decide 
whether to show the standard deviation (SD), the 
standard error of the mean (SEM), or something 
else. There may be better alternatives to graphing 
the mean with SD or SEM. It is crucial to describe 
what the error bars represent on your plot. Error 
bars should always be defined either in the legend 
or on the plot itself. 

A low standard deviation indicates that the data 
points tend to be very close to the mean. A useful 
property of the standard deviation is that, unlike the 
variance, it is expressed in the same units as the 
data. In science, researchers commonly report the 
standard deviation of experimental data, and only 
effects that fall far outside the range of standard 
deviation are considered statistically significant. 
Don’t draw error bars in one direction only. They 
should be drawn to encompass the entire range of 
variability, in all the directions. 

The following is how SD and SEM relate to each 
other: 

Standard Deviation from Standard Error of the 
Mean. SDs can be obtained from SEMs by 
multiplying by the square root of the sample size: 

SD = SEM x VN 

When making this transformation, SEs must be of 
means calculated from within an intervention group 
and not SEs of the difference in means computed 
between intervention groups. 
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It is important to note a few undesirable choices in 
using error bars. Keeping the SD<->SE 
transformation in mind, do not try to emphasize 
small and unimportant differences in your data by 
showing your error bars as SEM. Do not try to 
cover-up large differences by showing the error bars 
as the SDs for the groups; avoid the possibility that 
your readers could confuse them with SEs. 

Titles, Legends, and Labels. These are great 
places to supply information with your figures. Many 
journals use both titles and legends to describe and 
clarify figures. Others, like the Archives Journals, 
combine the title and legend underneath the figure. 
The legend can be written in sentence format and 
printed below or next to the figure. It should provide 
sufficient detail to make the figure comprehensible 
without reference to the text. Although the 
recommended maximum length for figure legends is 
40 words, longer legends may be necessary for 
figures that require more detailed explanations or for 
multipart figures. Figure legends should also contain 
expansions of abbreviations and footnotes for 
information too cumbersome to include in the figure 
itself. 

Information About Methods and Statistical 
Analyses. Although the legend should be 
sufficiently informative, do not go overboard with the 
amount of methodological and statistical information 
on a figure. For example, highly detailed statements 
regarding methodologies are unnecessary for each 
figure if this information is provided in the "Methods" 
section. Only a brief description of methodologic 
details in the legend may be sufficient. 

Abbreviations. Abbreviations in figures should be 
consistent with those used in the text and defined in 
the title or legend or in a key as part of the figure. 
Abbreviations may be expanded individually in the 
text of the legend or may be expanded collectively 
at the end of the legend. 

Placement of Figures in the Text. In the published 
article, figures should be placed as close as 
possible to their first mention in the text. Figures 
should be cited in consecutive numerical order in 
the text, and references to figures should include 
their respective numbers. Do not refer to figures by 


position on the page or by other designators, such 
as "the figure opposite," "the figure on this page," or 
"the figure above," given the potential for variability 
in the page layout and online publication process. 
For some additional examples of what not to do, see 
the following “top ten worst graphs” list: 
https://www.biostat.wisc.edu/~kbroman/topten_worstgraphs/ 

Additional information is in the AMA Manual of Style, 
10 th edition, pp. 115-124. 
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Regulatory Intelligence 


News and Updates from the FDA 

Kokil Tandon, MBBS, MBA 

Member, AMWA Pacific Southwest Chapter 

The last two months witnessed considerable activity at the FDA. Approvals were granted to novel drugs for 
indications including: an extremely rare metabolic disorder, non-small cell lung cancer (NSCLC), specific 
anticoagulant reversal, and a rare hereditary bleeding disorder. 

Xuriden 

In September, the FDA approved the first treatment for patients with hereditary orotic aciduria. Xuriden 
(Wellstat Therapeutics Corporation) is indicated for this extremely rare metabolic disorder, which has been 
reported in approximately 20 patients worldwide. The manufacturer of Xuriden was granted a priority review 
voucher by the agency - a provision that encourages development of new drugs and biologies for the 
prevention and treatment of rare pediatric diseases. 

Keytruda and Opdivo 

In October, the FDA granted several drug approvals under its accelerated approval program: which provides 
earlier patient access to promising new drugs while the company continues to conduct confirmatory clinical 
trials. This included Keytruda (Merck & Co.), the first drug for patients with advanced (metastatic) NSCLC 
whose tumors express a protein called PD-L1. Keytruda received the breakthrough therapy designation for 
this indication because Merck demonstrated through preliminary clinical evidence that the drug may offer a 
substantial improvement over available therapies. The drug also received priority review status, which is 
granted to drugs that, at the time the application was submitted, have the potential to be a significant 
improvement in safety or effectiveness in the treatment of a serious condition. Keytruda is approved for use 
with a companion diagnostic, the PD-L1 IHC 22C3 pharmDx test (Dako North America Inc.), the first test 
designed to detect PD-L1 expression in non-small cell lung tumors. An improvement in survival or disease- 
related symptoms in patients being treated with Keytruda has not yet been established. 

A week later the FDA expanded the approved use of another drug that works by targeting the same cellular 
pathway (PD-1/PD-L1) as Keytruda. Opdivo (Bristol-Myers Squibb) was granted approval to treat patients with 
non-squamous NSCLC and also received breakthrough therapy designation as well as priority review status. 
The approval of Opdivo occurred approximately three months ahead of the prescription drug user fee goal 
date of January 2, 2016, the date when the agency was scheduled to complete its review of the application. 

Praxbind 

Further in October, the agency granted accelerated approval to the first specific reversal agent for the 
anticoagulant Pradaxa. Praxbind (Boehringer Ingelheim) is indicated when reversal of Pradaxa’s effect is 
needed for emergency surgery/ urgent procedures, or in life-threatening/ uncontrolled bleeding. 

Coagadex, Coagulation Factor X (Human) 

The FDA approved the first Factor X concentrate to treat patients with Factor X (10) deficiency, which is a rare 
hereditary bleeding disorder. Coagadex, (Bio Products Laboratory Limited in the United Kingdom), is indicated 
in patients aged 12 years and older for on-demand treatment and control of bleeding episodes, and for the 
perioperative management of bleeding in patients with a mild form of the deficiency. Prior to this approval, no 
specific coagulation factor replacement therapy was available for patients with hereditary Factor X deficiency. 
Coagadex was granted orphan product designation, fast track designation and priority review. 

Voluntary recalls were issued by Medistat RX, LLC; The One Minute Miracle Inc.; US Compounding, Inc.; 
Lucy's Weight Loss System; TF Supplements of Houston, TX; Medline Industries, Inc. and Downing Labs, 

LLC. 

A number of advisory committee meetings, as well as public meetings, conferences and workshops have been 
scheduled for November. 
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Selected FDA Announcements 

Date Announcement 

9-09-15 The FDA alerted health care professionals and patients to a voluntary recall of all non-expired drug 
products produced for sterile use and distributed nationwide by Medistat RX, LLC, in Foley, 
Alabama, due to possible contamination. The recalled products were distributed nationwide 
between November 1, 2014 and September 3, 2015. FDA encouraged health care professionals 
and patients to report adverse reactions or quality problems experienced with the use of these 
products to the MedWatch Adverse Event Reporting program. 1 

9-11-15 The One Minute Miracle Inc. issued a voluntary nationwide recall of all lots of dietary supplement 
MIRACLE DIET 30 & MIRACLE ROCK 48 capsules, to the consumer level. FDA analysis revealed 
that these dietary supplements contain undeclared drug products making them unapproved drugs. 
MIRACLE DIET 30 was found to contain undeclared phenolphthalein, while MIRACLE ROCK 48 
was found to contain undeclared thiosildenafil, both of which may cause serious long term/life 
threatening health risks. The One Minute Miracle Inc. also chose to voluntarily withdraw the 
following products from the marketplace to provide its customers with the certainty of safety. These 
include all sizes and lots of Miracle Cholesterol, Miracle Night Time, Miracle Joint-Flex, Miracle 
Stud 72, Miracle Magic Man, Male Mint Gum, Miracle 48 Hrs, Miracle Magic Woman, Miracle 
Cougar, Miracle Cougar Gum, Miracle Cougar G-Spot, Miracle G-Spot, Vagina Rejuvenation, 
Miracle Anti-Wrinkle, Miracle Stud Delay, Miracle Male Stud Spray, Miracle Male Stud Coffee, 
Miracle Male Coffee, Male 10, Miracle Male Stud Sublingual, Male 72 Hr, Miracle Tongue 
Sublingual, Miracle Tongue and Master Blaster. 2 

9-21-15 The FDA awarded 18 new research grants totaling more than $19 million to boost the development 
of products for patients with 17 different rare diseases, many of which have little, or no, available 
treatment options. These were awarded through the Orphan Products Grants Program to 
encourage clinical development of drugs, biologies, medical devices, or medical foods. The grants 
are intended for clinical studies evaluating the safety and effectiveness of products that could 
either result in, or substantially contribute to, the FDA approval of products. These awardees 
included principal investigators in ten states, with research spanning clinical sites domestically and 
internationally. 3 

9-21-15 US Compounding, Inc. issued a voluntary nationwide recall of all lots of sterile products asepticaily 
compounded and packaged and that remain within expiry due to FDA’s concern over a lack of 
sterility assurance. The sterile products were distributed nationwide to patients, providers, 
hospitals, or clinics between March 14, 2015 and September 9, 201 5. 4 

9-23-15 Lucy's Weight Loss System issued a voluntary recall of Pink Bikini and Shorts on the Beach Blue 
and Gold Edition, 30 blue capsules (750MG per) capsules and 30 gold capsule (800MG per) 
capsules. The weight loss dietary supplement was found positive for Sibutramine and 
Phenolphthalein after FDA sampling and testing. Sibutramine is an appetite suppressant that was 
withdrawn from the U.S. market in October 2010. Phenolphthalein is not currently approved for 
marketing in the United States. These undeclared ingredients make these products unapproved 
new drugs and these products may also interact in life-threatening ways with other medications a 
consumer may be taking. The affected lots were distributed May 25 - June 23 201 5. 5 

9-25-15 TF Supplements of Houston, TX, issued a voluntary nationwide recall of dietary supplements 

RHINO 7, intended for male sexual enhancement. The affected products are packaged in a bottle 
containing six (6) capsules WITH LOT# K824B719-P and in a single (1) count capsule hang card 
with LOT# SU-5102617*RP. FDA analysis found these to contain undeclared desmethyl 
carbondenafil and dapoxetine. Desmethyl carbondenafil is a phosphodiesterase PDE-5 inhibitor 
which is a class of drugs used to treat male erectile dysfunction, making these products 
unapproved new drugs. This PDE-5 inhibitor may interact with nitrates found in some prescription 
drugs and may lower blood pressure to life threatening levels. Dapoxetine is an active ingredient 
not approved by FDA. 6 

9-28-15 A federal judge entered a consent decree of permanent injunction on Sept. 25, 2015, against 
Sunset Natural Products Inc. and its two owners, for manufacturing and distributing adulterated 
dietary supplements at its facility in Miami, Florida. The complaint filed by the U.S. Department of 
Justice sought the injunction against the company and its owners for manufacturing dietary 
supplements under conditions that do not meet the U.S. Food and Drug Administration’s current 
Good Manufacturing Practice (cGMP) requirements. The FDA issued Sunset Natural Products a 
Warning Letter on March 1 9, 201 3, for similar violations of the cGMP requirements as well as 
unapproved drug claims. The FDA’s follow-up inspections in 2014 found that while the company 
removed drug claims from its products, its manufacturing operations were not in compliance with 
cGMP. The consent decree prohibits the company and its owners from marketing dietary 
supplements until they, among other things, recall and destroy the dietary supplements that have 
been manufactured or distributed since April 2, 2014, hire a cGMP expert and receive written 
permission from the FDA to resume operations. 7 
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10-9-15 

Medline Industries, Inc. initiated a voluntary nationwide recall of one lot of Acetaminophen tablets, 
500mg, which was found to be mislabeled displaying “Acetaminophen 325mg”. This error is not 
easily identifiable by the user or prescriber and if the product is taken at the maximum labeled 
dose, it may lead to liver toxicity or failure. The recalled Acetaminophen includes lot # 45810 with 
expiration date May 201 8. 8 

10-20-15 

Downing Labs, LLC issued a voluntarily recall of all lots of sterile products that were distributed 
nationwide and in the UK to patients and providers between April 20, 2015 and September 15, 
2015. The recall of sterile products compounded and packaged by Downing Labs and that remain 
within expiry was due to concerns over sterility assurance 9 


Selected FDA Approvals 

Drug Indication Company 


Varubi™ 

Prevent delayed phase nausea and vomiting induced by Tesaro Inc. 

chemotherapy 10 

Vraylar™ 

Schizophrenia and bipolar disorder 11 Forest Laboratories LLC and 

Actavis Pharma Inc. 

Lonsurf® 

Advanced (metastatic) colorectal cancer for patients no Taiho Oncology Inc. 


longer responsive to other therapies 12 

Tresiba®and Diabetes Mellitus 13 Novo Nordisk 

Ryzodeg®70/30 

Aristada™ Schizophrenia 14 Alkermes, Inc. 

Veltassa™ Hyperkalemia 15 Relypsa Inc. 


November 2015 Advisory Committee Meetings 
Date Committee 


11-3-15 

Meeting of the Bone, Reproductive and Urologic Drugs Advisory Committee Meeting 
Announcement- Discussion of the NDA submitted by Repros Therapeutics, Inc. 16 

11-5-15 

Joint Meeting of the Antimicrobial Drugs Advisory Committee (formerly known as the Anti- 
Infective Drugs Advisory Committee) and Drug Safety and Risk Management Advisory 
Committee Meeting Announcement- Discussion of risks/benefits of systemic fluoroquinolone 
antibacterial drugs for the treatment of acute bacterial sinusitis, acute bacterial exacerbation of 
chronic bronchitis in patients with chronic obstructive pulmonary disease, and uncomplicated 
urinary tract infections and the treatment effect of antibacterial drugs in these clinical 
conditions. 17 

11-6-15 

Meeting of the Anesthetic and Analgesic Drug Products Advisory Committee Meeting 
Announcement- Discussion of the NDA submitted by Organon USA Inc., a subsidiary of Merck 
& Co., Inc. 18 

11-18-15 

Joint Meeting of the Cellular, Tissue and Gene Therapies Advisory Committee and Oncologic 
Drugs Advisory Committee Meeting Announcement- Discussion of the BLA submitted by 
Telesta Therapeutics Inc. 19 

11-19-15 

Meeting of the Pediatric Oncology Subcommittee of the Oncologic Drugs Advisory Committee 
Meeting Announcement- Discussion of issues concerning development of pediatric use 
products sponsored by AbbVie, Inc. and by Eisai, Inc. 20 

11-24-15 

Meeting of the Peripheral and Central Nervous System Drugs Advisory Committee Meeting 
Announcement- Discussion of the NDA sponsored by BioMarin Pharmaceutical Inc. 21 


November 201 5 Conferences, Workshops and Public Meetings 

Date Title 


11/3-4/15 

FDA Small Business Regulatory Education for Industry (REdl) Conference "Prescription Drug 
Labeling - Challenges and Issues" 22 

11/4/15 

FDA Scientific Workshop: Osteoporosis Drug Development - Moving Forward. 23 

11/9/15 

Drug Interactions with Hormonal Contraceptives; Public Health and Drug Development 
Implications; Public Meeting. 24 
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11/9-10/15 FDA Public Workshop - Clinical Trial Designs for Emerging Infectious Diseases - hosted in 
partnership with the National Institute of Allergy and Infectious Diseases (NIAID), the HHS 
Office of the Assistant Secretary for Preparedness and Response (ASPR) and the Centers for 
Disease Control and Prevention (CDC). 25 

11/10/15 Scientific Workshop on Labeling “Lower” Dose Estrogen-Alone Products for Symptoms of 
Vulvar and Vaginal Atrophy (VVA). 26 

11/12/15 Public Webinar: Health Canada and United States Food and Drug Administration - Joint Public 
Consultation on International Conference on Harmonisation of Technical Requirements for 
Registration of Pharmaceuticals for Human Use. 27 


WEBLINKS 

• For additional information on approvals, including labeling revisions, tentative approvals, efficacy 

supplements with supporting clinical data, manufacturing changes or additions, or chemistry; new strength, 
see http://www.fda.gov/NewsEvents/Newsroom/default.htm [Link] 

• For additional information on recalls, market withdrawals, and safety alerts, see 

http://www.fda.gov/Safety/Recalls/default.htm [Link] 

• For information on current drug shortages, see 
http://www.accessdata.fda.gov/scripts/drugshortages/default.cfm [Link] 

• For information on drugs to be discontinued, see 
http://www.accessdata.fda.gov/scripts/drugshortages/default.cfm [Link] 

• For Orange Book drug product list additions or deletions, see 

http://www.fda.gov/Drugs/lnformationOnDrugs/ucm086229.htm [Link] 

1 http://www.fda.gov/Safety/Recalls/ucm461 939.htm [Link] 

2 http://www.fda.gov/Safety/Recalls/ucm462131 .htm [Link] 

3 http://www.fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm463539.htm [Link] 
4 http://www.fda.gov/Safety/Recalls/ucm464071 .htm [Link] 

5 http://www.fda.gov/Safety/Recalls/ucm464076.htm [Link] 

6 http://www.fda.gov/Safety/Recalls/ucm464440.htm [Link] 

7 http://www.fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm464565.htm [Link] 
8 http://www.fda.gov/Safety/Recalls/ucm467049.htm [Link] 

9 http://www.fda.gov/Safety/Recalls/ucm46821 5.htm [Link] 

10 http://www.fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm460838.htm [Link] 
11 http://www.fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm4631 03.htm [Link] 
12 http://www.fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm463650.htm [Link] 
13 http://www.fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm464321.htm [Link] 
14 http://www.fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm465801.htm [Link] 
15 http://www.fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm468546.htm [Link] 
16 http://www.fda.gov/AdvisoryCommittees/Calendar/ucm459227.htm [Link] 
17 http://www.fda.gov/AdvisoryCommittees/Calendar/ucm465275.htm [Link] 
18 http://www.fda.gov/AdvisoryCommittees/Calendar/ucm4621 99.htm [Link] 
19 http://www.fda.gov/AdvisoryCommittees/Calendar/ucm46431 9.htm [Link] 
20 http://www.fda.gov/AdvisoryCommittees/Calendar/ucm463242.htm [Link] 
21 http://www.fda.gov/AdvisoryCommittees/Calendar/ucm467180.htm [Link] 

22 http://www.fda.gov/Drugs/DevelopmentApprovalProcess/SmallBusinessAssistance/ucm4651 15.htm [Link] 
23 http://www.fda.gov/Drugs/NewsEvents/ucm465078.htm [Link] 
24 http://www.fda.gov/Drugs/NewsEvents/ucm459342.htm [Link] 
25 https://www.signup4.net/public/ap.aspx?EID=FDAC14E&OID=162 [Link] 
26 http://www.fda.gov/Drugs/NewsEvents/ucm459690.htm [Link] 
27 http://www.fda.gov/Drugs/NewsEvents/ucm466461 .htm [Link] 


A KOKILTANDON, MBBS, MBA, is a physician MBA, initiating her 

journey into the arena of Medical Writing. Previously she worked as a 
healthcare consultant where she focussed on projects involving 
healthcare delivery systems and processes. She is an active 
volunteer in her local community. She can be reached at 
kokiltandon@gmail.com. 
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Meeting Report 


Medical Writers' Toolbox Decoded 

By DeeAnn Visk, PhD, AMWA Pacific Southwest Chapter Member 


AMWA Pacific Southwest chapter sponsored 
symposium “Medical Writers' Toolbox Decoded”, 
which took place on Saturday, September 19, 2015 
on the campus of Amgen in Thousand Oaks, 
California. Our editor of Postscripts, Ajay Malik, was 
the host of the meeting, keeping us entertained with 
“pirrrrraaaaate” jokes while wearing a special hat, as 
this day was also “Talk Like a Pirate Day”. 

Tools used by medical writers in their daily work 
were discussed. Three presenters covered topics 
including style guides, best publication practices, 
making illustrations, and research information 
management tools. 

Style Guides, Guidelines and Best Practices 

Dikran Toroser, a Medical Writing Senior Manager at 
Amgen, was the first speaker; his topic: “Style 
Guides, Guidelines and Best Practices.” A 
summary slide of the guides illustrated the available 
written materials. This enormous amount of 
information can initially appear extremely 
intimidating. 

With good humor, Dikran recommended using the 
advice column in the AMWA Pacific Southwest 
chapter Postscripts magazine for exposure to 
smaller doses of the content in style manuals. 

Style guides set the standard for medical writing; 
they provide guidance to improve communication 
and ensure consistency. These guides also deal 
with ethical issues, authorship, disclosure, and 
pedagogy, and compliance — information to be 
aware of when transitioning from scientist to medical 
writer. 

AMA Manual of Style, located online at 
http://www.amamanualofstyle.com/, is written by a 
committee endorsed by the JAMA (Journal of the 
American Medical Association) editors. A 
subscription through the Oxford Press is available to 
individuals for $10 a month, $50 a year or $90 for 
two years. The online version of the guide offers the 
flexibility of searching the content to answer specific 
questions. 

Another fantastic resource is the ICMJE 
(International Committee of Medical Journal Editors). 
This organization offers their guidelines for all, at no 
charge, on the website http://www.icmje.org/. Also, 
in the free-content arena is the Equator Network 
posted at http://www.equator-network.org/. 
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Conveniently, the different types of studies (for 
example randomized trials, observational studies, 
and systematic reviews) all have links listing the 
information needed for inclusion in the paper. Links 
can also be found to novel types of studies, such as 
n=1 studies found in personalized medicine, see 
http://www.bmj.com/content/350/bmj.h1738.long. 

Another item of interest for the medical writers 
include the “218 Guidelines”, which addresses the 
questions of cell based products for animal use; e.g. 
monoclonal antibodies for treating cancer. Dikran 
highly recommended jumping onto the Equator 
Network and obtaining guidelines for a specific type 
of research protocol or clinical study being included 
in the publication. 

Dikran mentioned that obtaining credentials relevant 
to the medical writing profession is a wise career 
choice. ISMPP (International Society for Medical 
Publication Professionals) offers one such credential 
for medical writers developing and managing 
publications and presentations. Their CMPP 
(Certified Medical Publication Professional) 
credential indicates the holder’s proficiency in the 
following areas: 

• Expertise as a medical publication professional 

• Proficiency in good publication practices 

• Commitment to ethical and transparent data 
dissemination standards 

• Leadership in upholding and fostering integrity and 
excellence in medical publication 

The CMPP exam is offered twice a year throughout 
the world. To apply for this exam, one needs a 
bachelor degree and at least 4000 hours (2 years of 
full-time work) of verifiable experience in medical 
writing. 

Current developments in the world influencing 
medical writing are: 

1 . Patient’s increasing involvement in research 
treatment decisions 

2. Data sharing 

3. New legislations, such as, the Sunshine Act and 
21st Century Cures Act 

4. Good Publication Practice-3 (GPP-3) 

Finally, Dikran advocated reading to improve your 
own writing. This includes reading classics (like I 
need any further rationalization to attend my beloved 
book club) as well as therapeutic area-specific texts. 


Figures and Illustrations 

The next speaker of the day was Annalise M. 
Nawrocki, PhD, a Medical Writer at Amgen, who 
spoke about developing figures and illustrations for 
scientific publications. To ensure that figures and 
illustrations in publications are clear, she advocated 
keeping in mind their main purposes: 

• To condense information 

• To visualize information 

• To compare information 

Annalise suggested that writers illustrate only key 
messages or data in figures and illustrations. Extra 
information and data can be placed in the 
supplemental section, which in the digital age 
generally has no size limit. The presentation also 
suggested that writers avoid using colors as a sole 
means to distinguish experimental groups in the 
dataset, out of consideration to those who are 
colorblind or may be reading the text in black and 
white. Lines and bar graphs can be made clearer by 
using dotted and dashed lines (for the line diagrams) 
or textures (for graphs) in addition to color elements. 

Annalise gave an overview of some of the software 
tools medical writers can use to generate publication 
quality figures, including: 

• GraphPad Prism 

• SigmaPlot 

• MS PowerPoint and Excel 

• Adobe Illustrator 

Illustrator is a graphics editing software, and figures 
can be imported into Illustrator and refined to 
enhance them. An extremely powerful tool, 

Illustrator is a vector graphics program, meaning the 
images it generates can be scaled up to any size 
without the resulting pixilation that occurs when 
increasing the size of a raster graphics figure, such 
as those developed with Abode Photoshop. 

The rest of Annalise’s talk was a nuts and bolts 
demonstration of the user interface of Abode 
Illustrator: in person attendance was necessary to 
gain information from this. 

Knowledge management 

The final talk of the day was by Christopher Mundy, 
PMP, Knowledge Strategy Consultant, CM 
Consulting. The title of his talk was “The Right 
Information at the Right Time: The New 
Pharmaceutical Library”. Christopher made a strong 
case for progressing from the name “library 
resources” to “knowledge management”. 

Traditionally libraries are characterized as 


repositories of information, books, journal articles, 
data, reports and other traditional paper resources 
From this conventional view of libraries, content is 
king; the focus is procuring and publishing articles 
and reports on a particular subject matter. Libraries 
are seen as reactionary (fetching information or 
articles to support the needs of a medical writer) and 
as a cost center from a company’s budgeting 
perspective. On the other hand, knowledge 
management invokes images of controlling 
information and technology with a multidisciplinary 
approach; the focus is on organizational goals with a 
proactive, revenue-generating outlook. 

Christopher focused on the intersection of people, 
process and technology. He advocated the 
reconceptualization of “company libraries” to 
“document delivery systems”. The old model 
envisions users coming into a central area to 
procure the information sought. The new model 
conjures up convenience and speed of information 
delivered directly to the researcher’s desk. 

The ability to deliver this information in a timely 
fashion requires a system, utilizing computers, to 
accomplish this goal. In 2006, the FDA was 
overwhelmed by its own data; finding information on 
drug filings and findings was hopelessly confusing 
and time consuming. Hence, the FDA contracted 
with Elsevier to develop Pharmapendium®. This 
database is freely accessible by the FDA; however, 
those outside the FDA must pay a fee to Elsevier. 

From there Christopher’s interactive talk moved to 
the idea of cognitive technology and artificial 
intelligence. One interesting example of artificial 
intelligence is Amelia from Ipsoft. This piece of 
software has acted as the first true cognitive agent 
for a call center. Remember, Siri on your iPhone is 
only a search engine. She can only find things on 
the internet. Amelia can do much more than Siri - 
She can solve your problem. In three months after 
launch, Amelia took over 60% of all call center 
transactions, leading to a 50% staff reduction. 

Even writing can be automated. Automated Insight, 
a cognitive author, has been used by the Associated 
Press for generating company earnings reports. 

Does this mean that the composing of scientific 
manuscripts will soon be automated? While it 
seems far-fetched today, it is no longer outside the 
realm of possibility. Five years ago, who thought we 
would be developing self-driving cars? 

Shifting gears, Christopher then focused on what 
databases medical writers use to review the 
literature: PubMed, Medline, and Embase. 

Generally, PubMed is the default database: it is 
free, everyone has it bookmarked, and it gets what is 
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needed. However, PubMed relies mostly on 
Medline which is a US centric index. Embase, 
curated by Elsevier, indexes more journals with a 
greater portion of European publications. To view 
a good comparison of all three databases, go to 
http://kemh.health.libguides.com/library/search_ti 
ps/faqs/difference_between_pubmed_medline_e 
mbase. 

A lively conversation ensued during the question 
and answer section of Christopher’s talk. One 
audience member highly recommended Scopus, 
again, brought to us by Elsevier. Scopus offers 
very powerful filters on its platform, allowing less 
need to manually review the articles retrieved and 
discard the irrelevant ones. 

The overall workshop was very informative and 
convivial. Amgen provided a welcoming and 
professional venue. A big thanks to all who make 
this successful event possible. 


DeeAnn Visk, PhD, is a freelance medical writer in the 
San Diego, California area. Her specialties include cell 
culture, high throughput screening, genetics, molecular 
biology, and immunohistochemistry. She has 
experience in writing many kinds of science literature: 
peer-reviewed scientific papers, news articles, PowerPoint 
presentations, poster, Standard Operating Procedures (SOPs), case 
studies, blogs, abstracts, marketing pieces, and technical notes. 
Writing articles for Genetic Engineering and Biotechnology News 
(GEN) is one of her favorite assignments. To find her GEN articles 
online, just Google “DeeAnn Visk GEN”. For more information on her 
qualifications, visit her website at 

http://www.deeannvisk.com/deeann-visk-san-diego-medical-writer/. 




Diagonally from top left: Dikran, Donna, Christopher, Ajay and Annalise. 
Pictures by Donna Simcoe, Jenny Grodberg and Nathan Hutcheson. 
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Chapter Events' Calendar 


November 13th, 2015, Friday. Chapter Monthtly Teleconference 

12-1 pm PST, Dial in number: 706-913-1155, 

Participant code: (see Chapter email-blast) 

Topics for discussion at Teleconference: 

1 . Update about the Chapter Lunch - PowerPoint Presentations 

2. Recent article about Sunshine Act by our chapter colleagues - The Sunshine 
Act and Medical Publications: Guidance from Professional Medical 
Associations 

3. New Publication Guidelines including updates pertaining to Medical Writers- 
Good Publication Practice for Communicating Company-Sponsored Medical 
Research: GPP3 

December 19, 2015, Saturday. AMWA Pacific Chapter holiday party will by 
hosted by AMWA member Jacqueline (Jacki) Dyck-Jones in Thousand Oaks, CA. 
Details to follow. 

January 16, 2015, Saturday. Chapter lunch talk about mentorship by Michele 
Vivirito on the campus of California State University Northridge 



The FAIRE Company, LLC 

Ready for a patient-oriented opportunity? 

In case you haven’t heard, plain language public clinical trial summaries are set 
to become a reality soon thanks to new regulations from the European 

Medicines Agency (EMA). 

The Faire Company, LLC is putting an amazing team of writers and editors 
together to offer summary services to clinical trial sponsors and we’re looking for 
more! If you have experience writing medical education materials, informed 
consents, or scientific/medical information for patients, please contact Barbara 
Godlew at bgodlew@fairellc.com or 217.485.1005. We look forward to 
discussing this opportunity with you. 
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AMWA Pacific Southwest chapter warmly 
welcomes our new members 
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AMWA Membership has Benefits 
and Perks. JOIN Today! 



MEDICAL 

^ j 

COMMUNICATION 

AMWA RESOURCES 

Knowledge and Insights 

NEWS 


Rapid Abstract Service About Industry News and Trends for the AMWA Community 


Medical Communication News provides an executive summary of noteworthy articles 
pertaining to the medical communication industry. Distributed twice a month, this e-newsletter 
is an exclusive resource for AMWA members. 

AMWA has partnered with Info Inc, an award-winning news service, to create Medical 
Communication News. Info Inc's editorial staff monitors nearly 12,000 print and digital 
publications for news, research, and trends in the field of medical communication so you get 
the information you need in a timely and easy to read summary. 

All active AMWA members are automatically signed up to recieve this email. 

RECENT HEADLINES (from the November 4, 2015 Issue) 

• Industry News 

• EU Urges Science Publishers to Adapt to Open Access 

• Glowing Terms Often Used for New Cancer Drugs in Health News 

• Drug Approval Case Studies 

• Stepwise and Simple Guide to Medical Writing and Research for Beginners 

• If at First You Don't Succeed: The Fate of Manuscripts Rejected by Academic Emergency 
Medicine 


AMWA News 

• Education at your fingertips - Upcoming Live Webinars 



AMWA EDUCATION 
Write better- Write now. 


* Online 

* In-person 

* Self-Study 
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Why We Love AMWA 
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Chapter members enjoying a boat ride down the riverwalk in San Antonio. 
From left to right: Gayle I, Heather 0, Jane R, Carolyn B, Sue H, and Gail F. 
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Pictures by Gail Flores, from AMWA Annual Conference in San Antonio. 


